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Sponsor: 

DeviceName: 

premarkel. Notification 
ECN Video Cysta~nephrowxpe JUL I 6 2003 

510@) SUMMARY 
ACMI ECN Wdeo Cystonephroscope 

ACMI Corporation 
136 Turnpike Road 
Southborough, MA 01771-2104 

Contact: Frank J. Fucile. 
Telephone: 508-804-2632 
Date: March 25,2003 

Proprietary Name: 
COmmonRJsualName: 
ClassificationName: 

ACMI ECN Video CystoNephroscope System 
Endoscape, Video Camera and accessories 
Edloscape, Surgid camera and arxxwnies 

PrcdicateDevices: 

ACMl USA Series’’ A O P - 2  Flexiile cystoNephroscope 004797) 

ACMI USA Seriesm A P F  -2 Flexible Choledochosmpe (KO1295 1) 

DyoNcs Vision 11 1 Mobile Video unit, Smith & Nephew, Inc., (KO10489) 

Visera Cystovideoscope, Olympus (K020174) 

Pentax ECY-1530 Video Chold-mpe, Pentax America, 
(probably covered under IC95 1 19 1 and internal letter to file adding video) 

Device Description: 

The ECN Video Cystonephroswp is a flexible endoscope that incorporates video sensor 
technology to capture the endoscopic image, replacing the fiber optic image bundle typically used 
in most en-. The ECN Video Cystonephroscope can be introduced either through the 
urethra into the bladder or through apercutmeow tract into the abdominal cavity or kidney 

Intended Use: 

The ACMI Eleclronic Video crstoNephroscope (Eo System is a flexible endoscopic surgical 
video system consisting of an endosqx with a CMOS video sensor and light source mounted in 
the endoscope, and a controller unit. This system is intended for use to examine body caxities, 
hollow organs and canals in the body, in the urinary tract, and can be used percutaneously to 
examine the interior of the kidney; and, using additional accessories, can be used to ptxform 
various diagnostic and therapeutic procedures 
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premarket Notification 
ECN Video Cystonephrosmpe 

/ f ( o 3 c , y  G o  
A 3, 

5. Technological Characteristics and Substantial Equivalence: 

The ECN Flexible Video Qstanephroscope is substantially equivalent to features h q j r a t e d  
into the following legally marketed predicate devices: 

The ECN Flexible Video Cystonephmscope utilizes the flexible endoscope technology (design 
and materials) of the following ACMI flexible endoscopes: 

= ACMI USA Seriesm ACN-2 Flexible CystoNephroswpe (K904797) 

= ACMI USA Seriesm AI" -2 Flexiile Choledochoscope (K012951) 

The ECN Flexible Video Cystonephroscope incorporates the video sensor technology located in 
the distal tip of the endoscope similar to that utilized in the following devices: 

= Wra Cystovldeoscope CYF Type VffA, Olympw America, Inc., (K021074) 

= Pentax ECY-1530 Video Choledoconephroscope, Pentax America, (pbably wvered 
under K95 1 19 1 and mtemal letter to file adding video) 

The ECN Flexible Video Cystonephmscope incorporates the CMOS sensor techology similar to 
that used in the Dyonics Vision 11 1 Mobile Video Unit, Smith & Nephew, Inc., (KO10489). 

Finally, the ECN Flexiile Video Cystonephroscope uses video processing technology (harclware 
and Software) similar to that used in the ACMI MicroD@tal@ IP 6.2 Controller (SlOK 
exempt). 
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(3 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

~ 

Food and Dlrug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

JUL 1 6 2003 
Mr. John A. DeLucia 
VP, QARAICA 
ACMI Corporation 
136 Turnpike Road 
SOUTHBOROUGH MA 01772 

Re: KO30960 
TradeDevice Name: ACMP Electronic Video CystoNephroscope (ECN) System 
Regulation Number: 2 1 CFR $876.1500 
Regulation Name: Endoscope and accessories 
Product Codes: 78 FAJ and FGA 
Regulation Number: 21 CFR 5878.4160 
Regulation Name: Surgical camera and accessories 
Product Code: 80 FWF 
Dated: June 25,2003 
Received: June 27,2003 

Dear Mr. DeLucia: 

We have reviewed your Section 5 10(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA), 
it may be subject to additional controls. Existing major regulations affecting your deviize can be 
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act’s requirements, including, but not limited to: registration‘and listing 
(2 1 CFR Part 807); labeling (2 1 CFR Part 80 1); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the eliectronic 
product radiation control provisions (sections 53 1-542 of the Act); 2 1 CFR 1000- 1050. 



Page 2 

This letter will allow you to begin marketing your device as described in your Section 5 10(k) 
premarket notification. The FDA finding of substantial equivalence of  your device to a llegally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 I), please 
contact the Office of Compliance at one of the following numbers, based on the regulation 
number at the top of the letter: 

8xx.Ixxx (301) 594-4591 
876.2xxx, 3 x q  4 x q  Sxxx (301) 594-4616 
884.2xxx, 3 m ,  ~ X X X ,  ~ X X X ,  6xxx (301) 594-4616 
8 9 2 . 2 q  3 m ,  4- 5xxx (301) 594-4654 
Other (301) 594-4692 

Additionally, for questions on the promotion and advertising of your device, please contact the 
Office of Compliance at (301) 594-4639. Also, please note the regulation entitled, "Misbranding 
by reference to premarket notification" (2ICFR Part 807.97) you may obtain. Other general 
information on  your responsibilities under the Act may be obtained from the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-204 1 or 
(30 I )  443-6597 or at its Internet address http://www.fda.gov/cdrWdsma/dsmamain.htdl. 

Sincerely yours, 

W Nancy C. Hrogdon 
Director, Division of Reproductive, 

Office of Device Evaluation 
Center for Devices and Radio1ogiC;lI Health 

Abdominal and Radiological Devices 

Enclosure 



SECTION 8 

Indications for Use Statement 

Premarket Notification 
ECN Video Cystonephmscope 

Device Name: ACM@ Electronic Video CystoNephrosmpe ( E o  System 

Indications For Use: 

The ACMI Electronic Video CystoNephroscope (Eo System is a flexiile endoscopic surgical video 
system consisting of an endoscope, CMOS video sensor and light source mounted in the endoscope, and 8 

Controller unit. This system is intended for use to examine body cavities, hollow organs and canals in 
the body, in the u r i n a ~ ~  tract, and can be used percutaneously to examine the interior of the kidney; and, 
using additional accessories, can be used to &om various diagnostic and therapeutic procedures 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A"ER PAGE :IF 
NECESSARY) 

C h c m c e  of CDRH, Office of Device Evaluation (ODE) 

PrescriptionUse X -  or Over-The-cOunterUse- 

(Per 21 CFR 801.109) 

51O(k) Number 
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